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V. MAU TG HUGNG DAN SU DUNG THUOC:

Mit 1

RXThuge nay chi dung theo don thudc

Flunarizin 10mg

Flunarizin (Dudi dang Flunarizin dihydroclorid) 10mg

PE xa tdm tay tré em
Doc kj hudng dan st dung trudc khi dang
THANH PHAN CONG THUC THUOC

- Thanh phén hoat chét: Flunarizin (Dudi dang Flunarizin dihydroclorid)...........ccevvninvcuennn, 10mg
- Thanh phan t4 dugc: Lactose monchydrat, Tinh bt mi, Povidon K30, Croscarmellose Sodium,
Colloidal Silicon Dioxide grade 200, Magnesium Stearate.........cccceveeveenviivinninnenneennens v.d. 1 vién

DANG BAO CHE: Vién nén tron, mau tring déng nhat, mot mat tron, mot mit cé khdc ddu vach
ngang, canhvién lanh lan.

CHi PINH: Didu tri du phong con dau nifa du trong trudng hgp cac bién phdp diéu tri khdc khong co
hiéu qua hodc kém dung nap.

CACH DUNG, LIEU DUNG:

Ngudi In < 65 tudi va ngudi cao tudi (> 65 tudi):

- 5mg/ngay, udng vao budi t6i, duy tri trong 4 dén 8 tun.

- Trong thdi gian didu tri, néu xudt hién cc tridu chiing trdm cdm, ngoai thap hay céc bién co bat Igi
nghiém trong khéc, cdn nging dung thudc (xem muc Canh bdo va thén trong khi ding thudc).

- N&u sau 8 tudn diéu trj khdng co su cai thién, bénh nhan duge xem nhu khdng dép ng véi diéu tri
va nén ngting dung thudc.

- Thai gian diéu trj khdng qua 6 thdng.

- Khuy&n cdo chi danh cho bénh nhéan < 65 tudi: Néu bi€u hién 1am sang clia bénh nhan cho thdy
ddp tng diéu tri khong ddy di, c6 thé téng liéu 1én d&n 10mg/ngay nhung cin can nhic trong kha
ning dung nap thudc clia bénh nhén.

Tré em

- Trd em > 12 tudi, dic biét trong trudng hgp dau nifa dau chua dugc chan dodn xdc dinh: 5mg/ngay,
udng vao budi tdi. Thai gian diéu tri kndng qué 6 théng.

- Tré em < 12 tudi: chua ¢ bing ching ddy dl vé hiéu qua va dg an toan cla flunarizin trén doi tugng
nay. Khdng khuyén cdo sit dung Flunarizin cho tré em du6i 12 tudi.

Bénh nhén suy thgn: Khong can thiét diéu chinh liéu & ngudi suy thén

Bénh nhan suy gan: \\ thusc dudc chuy&n hda véi miic do I6n 6 gan nén can diéu chinh liéu lugng &
cac bénh nhan nay. Lidu khai ddu: 5mg/ngdy, udng vao budi tdi.

CHONG CHi BINH:

- M&n cam véi Flunarizin hay bat ky thanh phan ta dugc nao clia thudc.

- C6 tridu chiing clia bénh Parkinson tif trudc khi diéu tri.

- Tién sl ¢6 cac triéu chiing ngoai thap.

- Bénh trdm cam hodc tién sir ¢ hdi ching trdm cam tai phat.

CANH BAO VA THAN TRONG KHI DUNG THUOC

- Khéng st dung thudc qua li€u khuyé&n cdo. Can theo ddi ngudi bénh thuding xuyén, dinh ky, déc biét
trong thoi gian diéu tri duy tri dé phat hign sém céc biéu hign ngoai thép, trdm cdm va ngiing diéu tri
kip thai.
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Mit 2

- Flunarizin c6 thé lam ting triéu ching trdm cam, ngoai thap va lam bdc phét hoi chiing Parkinson,
dic biét trén ngudi cao tudi. Nén dung than trong trén cac bénh nhan nay.

- C4c trudng hdp hdi chiing trdm cam da dudc bao céo, xudt hign sau 5 d&n 8 thang ké tir sau khi bt
ddu diéu tri. Cac trudng hop nay thuding khong nghiém trong, nhung trong mgt s6 trudng hgp, phai
ké don thudc chong trdm cdm cho bénh nhan hodc diéu tri trong bénh vién néu can thiét.

- Than trong khi bénh nhan cé thay ddi tam tinh, ¥ dinh hodc hanh vi ty t&r. Can chd y dén cac triéu
chiing nay trong khi diéu tri.

- Triéu chling ngoai thap c6 thé xudt hién mudn (khoang 1 ndm). Hau hét céc trudng hgp khdng
nghiém trong, nhung cd thé ton tai nhiéu thang sau khi ngiing diéu tri (khoang 3 théng). Su ci thién
c6 thé khong hoan toan va cd thé can mot liéu phap diéu tri bing thudc chéng Parkinson. Trong mot
vai truding hop, triéu chiing nay c6 thé ton tai du da dugc diéu tri.

- B&nh nhan c6 thé tang can khi diéu tri vGi Flunarizin.

- Mt s6 trudng hop mét mdi véi mlc do ndng tdng dan dd dugc ghi nhan khi st dung Flunarizin.
NEutinh trang nay xay ra, can nguing diéu tri véi Flunarizin.

- Téc dung an thdn clia Flunarizin cn dugc theo dai & tré tir 12-18 tudi vi c6 kha ndng dnh hudng dén
viéc hoc tap.

Canh bdo ta duge: VVién nén Flunarizin 10mg c¢d chia:

- Lactose monohydrat: B&nh nhan bj réi loan di truyén hi€m gap nhu khéng dung nap galactose,
thigu hut lactase hoan toan hodc kém hap thu glucose-galactose khéng nén diing thudc nay.

- Tinh bdt mi: ¢6 thé chdia mét lugng nhd gluten, trong trudng hap di Gng hodc khéng dung nap
gluten thi khdng nén dung.

S/ DUNG THUGC CHO PHY NU' €O THAI VA CHO CON BU

- St dung thudc cho phu nif ¢ thai: Chua cé nghién cliu xdc nhan sy an toan clia Flunarizin trén
phu nit mang thai. Do d6, khéng st dung thudc nay trén phu ni mang thai, trir khi lgi ich vugt trgi so
véi khd ndng nguy co cho thai.

- St dung thud'c cho phu nif cho con bii: Khdng biét Flunarizin ¢ phan b vao sita me hay khdng.
Nén cin nhic hodc trénh sif dung thudc trong thdi gian cho con b hodc diing thudc va ngiing cho
con ba.

ANH HUGNG CUA THUOC LEN KHA NANG LAI XE, VAN HANH MAY MOC

Than trong khi 14 xe va van hanh mady méc do thudc cé thé gay budn ngd, dic biét & ngudi bénh méi
bat dau diéu tri.

TUGNG TAC, TUGNG KY CUA THUOC

Céc két hop khéng dugc khuyén cdo:

Dung déng thai véi rugu lam ting tac dung an than. Mic do suy gidm v thic ¢6 thé gay nguy hiém
khi 14i xe va st dung mdy méc. Tranh ding cac do udng cd rugu/con va cac thudc chifa rugu/con.
Céc két hop can luu y:

+ Cdc thudc Atropinic: c6 thé 1am ting tac dung khéng mong mudn clia cdc thudc nay va ting nguy
co bi tiéu, ting nhan dp c4p tinh, téo bon, khd miéng... Cac thudc Atropinic khdc nhau bao gém cdc
thudc chéng trdm cam imipramin, hdu hét cac thudc khdng histamin H,, thudc diéu trj Parkinson,
khang cholinergic, thudc chéng co thit atropin, disopyramid, thuc an thdn kinh phenothiazin va
clozapin.

+ C4c thudc an than: Cac dan xuat clia morphin (gidm dau, chdng ho va thay thé), thudc an than kinh
barbiturat, benzodiazipin, thudc giai lo du ngoai benzodiazipin (nhu meprobamat), thudc gay ngd,

A

-~
Q

o
" 0\’
@Y (@)

o7



https://vnras.com/

Mait 3

thudc chdng trdm cdm an thin (amitriptylin, doxepin, mianserin, mirtazapin, trimipramin), thudc
khang histamin H, gdy ngl, baclofen, thalidomid khi phdi hop lam tdng tdc dung (c ché hé than
kinh trung uong va lam gidm tinh tinh tdo.

Céc két hap khdc:

+ Topiramat: Dugc dong hoc cla Flunarizin khéng bi anh huéng béi topiramat. Trong thdi gian sif
dung déng thai Flunarizin véi topiramat 50mg mdi 12 gid, néng dd Flunarizin trong co thé ting 16%
& bénh nhan dau nira d4u so v6i 14% & nhiing bénh nhan chi diéu tri don 18 v6i Flunarizin. Trang théi
dugc dong hoc 6n dinh clia topiramat khdng bj anh huting bdi Flunarizin.

TAC DUNG KHONG MONG MUON CUA THUOC

Tinh an toan clia Flunarizin dugc danh gid trén 247 bénh nhan tham gia vao 2 thr nghiém cd kiém
chitng gia dugc, mot thir nghiém trong diéu tri dau nlra dau, mot thii nghiém trong diéu tri chéng
mat. V& ddnh gid trén 476 bénh nhan tham gia vao 2 th(f nghiém cé kiém sodt véi mét chat so sanh
co hoat tinh dugc st dung trong diéu tri chéng mét va/hodc dau nlia ddu (chi dinh trong diéu tri
chdng mat da bi thu héi bdi bat Igi trong ti 18 Igi ich va nguy ¢d). Dua trén céc dif liéu an todn tir céc
th(r nghiém |am sang, cdc tdc dung khéng mong mudn clia thudc duge bao cdo thuding gip nhat (>
4%) 1a: Tang can (11%), budn ngli (9%), trdm cadm (5%), ting cam gidc thém an (4%) va viém
mui (4%).
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Phan loai tan suat
Cdc hé co quan at thua | i
=HUR) Rat thudng Thudng gdp It gdp Chua xdo dinh
gdp (>1/10)((1/100 < ADR < 1/10)|(1/1000 < ADR < 1/100)
Nhi&m tring va Viem mi
nhiém ky sinh triing
Rdi loan hé mién -
dich uad man
R6i loan chuyén Tang cam giéc
hoa va dinh dutng them &n
Hoi chiing trAm cam,
RGi loan tdm thin Tram cdm, mét ngll | r6i loan gidc ngd, lanh
dam, lo 4u
Chitng bdn chén,
BAt thuong phéi hgp | ot &N Van dong
P . chd@m chap, loan
ol van dong, mat dinh =
R&i loan hé than i 5 : 4 . van dong, run
_ Budn ngu huéng, ngl lim, di cam, I ;
kinh % 2 o nguyén phat,
bon chdn, chadm chap, = P
" P ngoai thap, hoi
u tai, veo co. ; A
ching parkinson,
an than, run.
ROi loan tim mach Péanh tréng nguc
Rdi loan mach méu Ha huy&t &p, ndng biing
. Té&o bdn, dau bung, Kh.? tleu,n".téc Tk KO
RAi loan tiéu hoa S miéng, roi loan da
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Mait 4

Roi loan gan mat Tang men gan
Réi loan da va md Noi miy dag, gihat ban, Phi, ngifa, dd da
dudi da tdng tiét mo hoi
R.O ; l,o o (ic .X.UUHQA. Pau co Co thit co, giat co Clng co
va cac md lien ket

Rong kinh, rdi loan kinh

if g Si i &t kho 8 i I o

R?l Io\an he smlh Kth nguyel khdng ngyyet,ﬂthu‘e’l ktqh, Dhlq Ting tiét siia
san va tuyén va déu, dau vu dai tuyén v, giam kha

nang tinh duc
R.O't\mﬁ"t o tth.a" o e Phil toan than, pht
va} 4 rfmg Alag g v gl ngoai vi, suy nhugc
dung thudc

Huéng dan cach xi tri ADR

Khi xay ra cdc tdc dung khéng mong muén, ngung diing Flunarizin, cdc triéu chiing s& khéi hoan
toan hodc gidm bt mot phan. Diéu tri trigu chiing va hé trg néu cn.

QUA LIEU VA CACH XU TRI

- Qud lidu: Mot vai trudng hgp qué liéu cap (liéu cao d&n 600mg udng 1 1an) dd dugc béo cdo, quan
sat thay cdc triéu chiing nhu budn ngd, nhip tim nhanh, kich dong.

- Cach x{ tri khi ding thudc qua liéu: Khong cé thudc giai doc ddc hiéu. Trong vong 1 gid sau khi
udng qué liéu, nén rira da day. C6 thé dung than hoat néu thy thich hgp.

PAC TiNH DUGC LUC HOC

Ma ATC: NO7CAQ3

- Flunarizin 1a thudc khdng histamin H,, khdng dopaminergic va khang cholinergic.

- Flunarizin 13 thudc d6i khdng calci cé chon loc. Tdc dung clia nd trong diéu tri duy tri chiing dau nira
d4u dugc dua trén su ddi 1ap ¢ chon loc cdc ion calci vao trong t& bao.

- Flunarizin khong tac dong trén su co bp va su dan truyén ca tim.

PAC TINH DUGC BONG HOC

- Hap thu: Flunarizin dugc hdp thu t6t qua dudng tidu héa (> 80%), dat ndng do dinh trong huyét
tudng trong vong 2 dén 4 gid sau khi udng va dat trang thai 6n dinh & tudn thit 5 - 6. Trong diéu kién
acid da day giam, sinh kha dung clia Flunarizin c6 thé thap hon.

- Phan bd: Flunarizin gin véi protein huyét tuong > 99%. Thé tich phan bd I6n, khoéng 78 lit/kg 6
nhiing ngudi khde manh va kho&ng 207 lit/kg & nhiing b&nh nhan dong kinh, c6 miic dd phan bd cao
ngodi mach. Thusc nhanh chéng qua hang rao méu-ndo, néng d & ndo gap khodng 10 Ian so vdi
ndng do trong huyét tuong. _

- Chuyén héa: Flunarizin dugc chuyén héa & gan thanh it nhat 15 chat chuyén héa. Budng chuyén
héa chinh la qua CYP2D6.

- Th&i trii: Flunarizin thai trf chil y&u qua phén theo dudng mat dudi dang thudc gbc va céc chit
chuyén hoa. Sau khi usng 24 - 48 gid,, ¢6 khodng 3 - 5% liéu dugc thai trlr qua phén dudi dang thudc
g6c va céc chat chuyén hda va < 1% dugc hai tiét qua dudng tiét nigu. Thai gian bén thai clia thudc
thay déi nhidu tif 5-15 gid & hdu hét cac b&nh nhan sau khi dung liéu dan. G mot s6 ngudi, néng do
huy&t tuong clia Flunarizin cé thé do dugc (> 0,5 nanogam/ml) trong thdi gian kéo dai (cho dén 30
ngay), diéu nay c6 thé do si phdng thich thudc tir cadc mé khac.
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Dung liéu nhic lai:
NGng do trong huy8t tuong clia Flunarizin dat dudc trang thai 6n dinh sau khoang 8 tudn dung liéu
nhéc lai, mot 14n mdi ngay va khodng 3 14n cao haon so vdi liéu don.
QuY CACH BONG GOI:
Ep vi Al-PVC; Hop 3 vix 10 vién; Hop 5 vix 10 vién; Hop 10 vi x 10 vién.
PIEU KIEN BAO QUAN, HAN DUNG, TIEU CHUAN CHAT LUGNG CUA THUGC
B4o quan nai kho, nhigt d6 khdng qud 30°C, tranh dnh sang.
HAN DUNG CUA THUOC: 36 thang k& tif ngay san xust
TIEU CHUAN CHAT LUQNG: TCCS
TEN, DIA CHI, BIEU TUGNG CUA cO SG SAN XUAT
CONG TY CO PHAN DUQC PHAM TV.PHARM

vy 27 Nguyén Chi Thanh - Khém 2 - Phudng 9 - Thanh phd” Tra Vinh - Tinh Tra Vinh - Viét Nam
tv.euarm D7 (0294) 3753121, Fax: (0294) 3740239
NGAY XEM XET SUA BOI, CAP NHAT LAI NOI DUNG HDSD THUDC: 21.09.2020

Tra Vinh, ngay 21 thdng 09 ndm 2020
GIAM POC CHAT LUQONG




